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ACTION HEW-06 

INFO OCT-OI EUR-I2 ISO-00 OES-05 /024 W 

I0I238 

R 200720Z MAY 75 
FM AMEMBASSY STOCKHOLM 
TO SECSTATE WASHDC 4713 

UNCLAS STOCKHOLM 2441 

E.O. 1 1652: N/A 

TAGS: OGEN, ETRD, TBIO, SW 

SUBJECT: INADEQUATELY LABELED DIAGNOSTIC MEDICAL DEVICE 
REE: STATE 094432 

1 . WE PROVIDED LANDSTINGENS INKOPSCENTRAL OF SOLNA FULL 
TEXT OE FDA ADVICE CONTAINED REFTEL ON APRIL 28. IN RESPONSE, 
EMBASSY RECEIVED MAY 14 EROM SWEDISH FIRM A LETTER 
INDICATING IT HAS TO DATE RECEIVED NEITHER THE AVIONICS 
BIOMEDICAL DIVISION'S SERVICE INFORMATION REPORT NO. 1070 
DATED FEBRUARY 22, 1974 NOR THE ADHESIVE WARNING STICKER 
TO BE PLACED ON THE DEVICE. 

2. SUGGEST THIS INEORMATION BE PASSED TO AMERICAN FIRM. 
STRAUSZ-HUPE 
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